Recall Information

California Medical Device Y&

Recall Name

CLR Medicals International Recalls Viscoelastic Products

Due to Safety Risks

Recall Date Product Description Recalling Firm

Recall Reason

11/25/13 e Viscocel CLR Medicals

e Viscocel Plus Pomona, CA

International, Inc.

Violations of good
manufacturing
practices related to
sterility controls, and
lack of FDA approval
of products as safe
and effective for
distribution within the
United States.

Recall Class Product Identification Distribution

Affected Dates

TBD Undetermined
ALL products within the
labeled shelf-life are
recalled;

Expired product should be
discarded.

Manufactured from:

September 1, 2011 to
September 19, 2013.

Distributed:

October 2011 to
November 2013.

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://lwww.fda.gov/Safety/Recalls/ucm376736.htm



http://www.fda.gov/Safety/Recalls/ucm376736.htm

